


Declaration of Dr. Albert C. Weihl, M.D. 

I, Albert C. Weihl, M.D., hereby submit this declaration in order to 

provide information about the use of Adenocard@ (adenosine injection) in the emergency 

room and ambulance settings. I have extensive experience in the use and administration 

of Adenocard@ as well as with emergency room and ambulance practices. I am Board 

certified by, among others, the American Board of Emergency Medicine and the 

American Board of Internal Medicine. I am an Oral Board Examiner for the American 

Board of Emergency Medicine. My C.V. is attached hereto as Appendix A. 

1. 

2. 

3. 

4. 

I hereby declare as follows: 

I am familiar with the drug Adenocard’, which is indicated for conversion to 
sinus rhythm of paroxysmal supraventricular tachycardia (PSVT), including that 
associated with accessory bypass tracts (Wolff-Parkinson-White Syndrome). 
Adenocard’ is primarily used in an emergency room or ambulance setting. In 
most cases, need for the product is sudden, and speed of administration is critical. 

The Adenocard@ label describes administering up to three doses of Adenocard@ to 
patients for the treatment of PSVT. The label recommends a third dose -- of 12 
mg -- only for patients who do not respond to the first two injections. However, 
in clinical practice, paramedics and emergency department personnel often switch 
to alternate treatment modalities if patients do not respond to one or two 
adenosine injections. 

It is important in emergency situations to have the proper dose of adenosine 
prepared and ready to use. Adenocard% current strength and packaging is ideal 
for rapidly and reliably administering the correct dose of adenosine to patients. 
When emergency medical personnel need to administer Adenocard@, they simply 
unwrap a single prefilled syringe and administer its full contents to the patient. If 
a second dose is needed, a second full syringe is administered. The individual 
packaging virtually eliminates the possibility of dosing error. 

Similarly, with the existing generic formulations of adenosine, the entire vial is 
drawn into the syringe and administered. 



5. I have been informed that there is a proposal to package adenosine in 18 mg and 
30 mg strength vials, labeled for treatment of PSVT. I have been asked whether 
vials of these strengths would be beneficial or useful. It is my opinion that such 
vials would not be useful in an emergency setting and would lead to waste and 
the potential for dosing errors. 

6. With 18 mg and 30 mg strength vials, emergency room personnel and paramedics 
will be forced to measure out the proper dose (either 6 mg or 12 mg) from the 
vials before administering adenosine. In a critical situation, such as in a bumpy 
ambulance or in low light, this can easily result in dosing errors. 

7. The proposed multidose vials would not be more efficient than current packaging 
because each single dose of adenosine would have to be drawn individually. I 
would warn against drawing up multiple doses of adenosine into a single syringe 
because adenosine is only effective in treatment of PSVT if administered as a 
rapid bolus. Although some drugs, such as lidocaine, can be slowly titrated into a 
patient by administering multiple doses from a single syringe, adenosine, because 
of its extremely short half life, is likely to be ineffective unless administered as a 
forceful rapid bolus. Indeed, in my experience, adenosine is practically unique in 
having to be administered extremely rapidly in order to be effective. 

8. Therefore emergency room personnel and paramedics are trained to administer 
the drug with a pressure injection. Since these personnel are accustomed to 
administering the entire 6 mg or 12 mg vials or pretilled syringes, if a larger vial 
is used, there is a real possibility that they may mistakenly inject an entire 30 mg 
vial into a patient. 

9. Such dosing errors may put patients at unnecessary risk of complications and 
adverse events such as hypotension, bronchospasm, or high-grade atrioventricular 
(AV) node block. For example, a period of prolonged asystole could be created 
by such a dosing error. A prolonged period of asystole could lead to other 
unneeded treatment such as atropine injection. 

10. In my opinion, if these larger vials were available and used in the hospital 
emergency room, every nurse and paramedical unit would have to be extensively 
retrained in the use of the drug. Since generic manufacturers do not provide in- 
service training, the need for retraining should be placed as a box warning on 
these larger vials to avoid over dosage. 

11. Even in a large emergency room practice such as mine, the need for adenosine is 
sporadic and limited, perhaps one or two times a month. Adenocard@, or 
currently available generic adenosine, is not sufficiently expensive to make the 
cost savings (if any) on the use of larger vials offset the costs of the necessary 
retraining. 
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I declare under penalty of perjury that the foregoing is true and correct, to 

the best of my knowledge, information, and belief. Executed on October 20, 2004, in 

Madison, Connecticut. 

Albert C. Weihl, M.D. 
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Commander, Medical Corps 
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Degrees: 

1971 

1967 
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B.S. Molecular Biophysics - Yale College 
Degree earned in three years 
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Emergency Medicine Residents Award for Excellence in Emergency Medicine 

Teaching Award, Department of Internal Medicine 

Fellow, American College of Emergency Physicians 

M.D., Cum Laude, Yale IJniversity School of Medicine 

Campbell Prize, Yale University School of Medicine; Highest rank in class 

Thesis selected as one of ten best in medical school class 

Alpha Omega Alpha Medical Honor Society 
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